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§316.40

was designated, the Director will so no-
tify the holder of this possible insuffi-
ciency and will offer the holder one of
the following options, which must be
exercised by a time that the Director
specifies:

(1) Provide the Director in writing, or
orally, or both, at the Director’s dis-
cretion, views and data as to how the
holder can assure the availability of
sufficient quantities of the orphan drug
within a reasonable time to meet the
needs of patients with the disease or
condition for which the drug was des-
ignated; or

(2) Provide the Director in writing
the holder’s consent for the approval of
other marketing applications for the
same drug before the expiration of the
7-year period of exclusive approval.

(b) If, within the time that the Direc-
tor specifies, the holder fails to consent
to the approval of other marketing ap-
plications and if the Director finds that
the holder has not shown that it can
assure the availability of sufficient
quantities of the orphan drug to meet
the needs of patients with the disease
or condition for which the drug was
designated, the Director will issue a
written order withdrawing the drug
product’s exclusive approval. This
order will embody the Director’s find-
ings and conclusions and will con-
stitute final agency action. An order
withdrawing the sponsor’s exclusive
marketing rights may issue whether or
not there are other sponsors that can
assure the availability of alternative
sources of supply. Once withdrawn
under this section, exclusive approval
may not be reinstated for that drug.

Subpart E—Open Protocols for
Investigations

§316.40 Treatment use of a designated
orphan drug.

Prospective investigators seeking to
obtain treatment use of designated or-
phan drugs may do so as provided in
subpart I of this chapter.

[74 FR 40945, Aug. 13, 2009]
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Subpart F—Availability of
Information

§316.50 Guidance documents.

FDA’s Office of Orphan Products De-
velopment will maintain and make
publicly available a list of guidance
documents that apply to the regula-
tions in this part. The list is main-
tained on the Internet and is published
annually in the FEDERAL REGISTER. A
request for a copy of the list should be
directed to the Office of Orphan Prod-
ucts Development, Food and Drug Ad-
ministration, Bldg. 32, rm. 5271, 10903
New Hampshire Ave., Silver Spring,
MD 20993.

[78 FR 35135, June 12, 2013]

§316.52 Availability for public disclo-
sure of data and information in re-
quests and applications.

(a) FDA will not publicly disclose the
existence of a request for orphan-drug
designation under section 526 of the act
prior to final FDA action on the re-
quest unless the existence of the re-
quest has been previously publicly dis-
closed or acknowledged.

(b) Whether or not the existence of a
pending request for designation has
been publicly disclosed or acknowl-
edged, no data or information in the re-
quest are available for public disclo-
sure prior to final FDA action on the
request.

(¢c) Upon final FDA action on a re-
quest for designation, FDA will deter-
mine the public availability of data
and information in the request in ac-
cordance with part 20 and §314.430 of
this chapter and other applicable stat-
utes and regulations.

(d) In accordance with §316.28, FDA
will make a cumulative list of all or-
phan drug designations available to the
public and update such list monthly.

(e) FDA will not publicly disclose the
existence of a pending marketing appli-
cation for a designated orphan drug for
the use for which the drug was des-
ignated unless the existence of the ap-
plication has been previously publicly
disclosed or acknowledged.

(f) FDA will determine the public
availability of data and information
contained in pending and approved
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